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The following is a quotation of the first paragraph 
Of 35 U.S.C. 112: 

The specification shall contain a written descrip- 
tion of the invention, and of the manner and pro- 
cess .of making and using it f in such full, clear, 
concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use 
the same and shall set forth the best mode con- 
templated by the inventor of carrying out his 
invention. 

The specification is objected to under 35 U.S.C. 
112, first paragraph, as failing to provide an enabling 
disclosure. 

The invention employs novel plasmids and microorga- 
nisms. Repeatability of the disclosed method and 
availability of starting materials is unclear; therefore 
a deposit should be made for enablement purpose. 

Applicants may provide assurance of compliance with 
the requirements of §112 in the form of a declaration 
averring that (a) during the dependency of this applica- 
tion, access to the invention will be afforded to one 
determined by the Commissioner upon request, (b) all 
restrictions upon availibility to the public will be 
irrevocably removed upon granting of the patent and (c) 
the deposit will be maintained in a public depository 
for a period of 30 years or 5 years after the last 
request or for the effective life of the patent, 
whichever is longer. See MPEP 608.01 (p)C. 

Claims 1-13 are rejected under 35 U.S.C. 112, first 
paragraph, for the reasons set forth in the. above objec- 
tion to the specification. 
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Claims 1-5, 7, 8, 10 and 11 are rejected under 35 
U.S.C. 112, first paragraph, as the disclosure is 
enabling only for claims limited to Aqrobacter ium- 
mediated dicot' transformation with chimeric, genes 
comprising opine synthase promoters and structural genes 
encoding human interferon or antibiotic resistance as 
per pages 10-18. See MPEP 706.03(n) and 706.03(z). 

The specification only provides detailed experiment- 
al examples demonstrating dicot transformation using 
Agrobacterium. other means of plant transf ormat ion are 
limited by lack of chromosomal incorporation of DNA and 
lack of plant regeneration from transform^ prtk r l*<h. A ^Uc^.y^ - 
rr<L»*h™&o« ,s limited by host range and regenerabi lity of transformed 
protoplasts to the dicots (Goodman et al . pager 52- 5*3), 
. Undue experimentation would be required by one of ordi- 
nary skill in the art to obtain non- Agrobacterium 
mediated transfer of monocots as claimed in claims 1 and 
7. 

Furthermore, the specification only provides 
detailed experimental examples demonstrating the 
expression of human interferon in plant cells regulated ■ 
by opine synthase promoters. As admitted by Applicants 
(page 5 of Amendment filed on February 23, 1987) the 
ability of a given .promoter to .direct translation of a 
detectable amount of stable, bioactive, recoverable gene 
product is not predictable. For example, phaseolin 
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expression was virtually undetectable in transformed 
sunflower cells under phased in. promoter regulation but 
was detected at significantly higher levels when regu- 
lated by the octopine synthase promoter (Murai et al, 
page 480, third column, first full paragraph). Given 
the unpredictability inherent, in the art, undue experi- 
mentation would be required by one of ordinary skill in 
the art to determine DNA sequences for non- disclosed mam- 
malian peptides or promoters and to develop transfor- 
mation vectors resulting in detectable expression of 
stable, bioactive peptides as claimed in claims 1-5, 8, 
. 10 and 11. 

Claims 1-4, 6-8, 12 and 13 are rejected under .35 
U.S.c. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the inven- 
tion. 

Claims. 1 and 7 are incomplete for failing to 
include the means of introducing the claimed integrated 
sequences into the plant cells. Claims 2, 6, 8 and 12 
are indefinite in their recitation of "includes" or 
"including" as it is unclear whether this is an open or 
closed term. Claims 3 and 4 are confusing in their 
recitation of 'said transcriptional and translat ional 
initiation region" for failing to distinguish between 
the regions of the first or second expression cassette. 
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Claims 3 and 7 are indefinite in their recitation of 
"derived . . . from" which fails to adequately charac- 
terize the claimed regions. Claim 4 is indefinite for 
failing to employ proper Markush terminology- See MPEP 
706. 03y. Claim 13 is confusing in its recitation of 
"regulatory the expression of" as it is unclear what 
Applicants intend. 

The following is a quotation of 35 U.S.C. 103 which 
forms the basis for all obviousness rejections set forth 
in this Office action: 

A patent may not be obtained though the invent ion 
is not identically disclosed or described as set 
forth in section 102 of this title, if the dif- 
ferences between the subject matter sought- to be 
patented and the prior art are such that the sub- 
ject matter as a whole would have been obvious at 
the time the invention was made to a person having 
ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be nega- 
tived by the manner in which the invention was 
made . 

Subject matter developed by another person, which 
qualifies as prior art only under subsection (f ) 
and (g) of section 102 of this title, shall not 
preclude patentability under this section where the 
subject matter and the claimed invention were, at 
the time the invention was made, owned by the same 
person or subject to an obligation of assignment to 
the same person. 

Claims 1-4, 6-8 and 10-13 are rejected under 35 
U.S.C. 103 as being unpatentable over Murai et al in 
view of Gray et al . 

Murai et al. discloses the recovery of phaseolin 
from sunflower cells transformed with chimeric genes 
comprising structural genes encoding phaseolin and a 
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selectable antibiotic resistance enzyme regulated by 
octopine synthase promoters. Gray et al . discloses the 
recovery of biologically active human interferon from E. 
coli and monkey cells transformed with cDNA encoding 
interferon. in the absence of unexpected results it 
would be obvious to one of ordinary skill in the art to 
incorporate the inter feron- encoding cDNA disclosed by 
Gray et al . into the plant transformation method 
disclosed by Murai et al to obtain the claimed methods 
and expression cassettes, since the disclosed plant 
transformation vectors and cDNA would continue to func- 
tion in their known and expected manner. 

Claim 5 is rejected under 35 U.S.C. 103 as being 
unpatentable over Murai et al in view of £ray et al as 
applied to claims 1-4, 6-8 and 10-13 above, and further 
in view of Herrera-Estella et al . 

Murai et al taken in view of Gray et al discloses a 
method for recovering interferon from plants as 
discussed supra. Herrera-Estella et al . discloses plant 
transformation using the pea RUBISCO small subunit pro- 
pter to recover bacterial enzymes conferring antibiotic 
resistance. In the absence of unexpected results it 
would be obvious to one of ordinary skill in the art to 
incorporate the promoter disclosed by Herrera- Estrella 
et al. into the transformation method disclosed by Murai 
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et al' taken in view of Gray et al , since the RUBISCO 
promoter would continue to function in its known and 
expected manner . 

Claim 9 is rejected under 35 U.S.C. 103 as being 
unpatentable over Murai et al in view of Gray et al as 
applied to claims 1-4, 6-8 and 10-13 above, and further 
in view of Velten et al . 

Murai et al taken in view of Gray et al discloses a 
method for recovering interferon from plants as 
discussed supra. Velten et al . discloses the use of the 
agropine (mannopine) promoter in plant transformation to 
recover bacterial enzymes encoding antibiotic 
resistance. In the absence of unexpected results it 
would be obvious to incorporate the promoter disclosed 
by Velten et al. into the transformation method 
disclosed by Murai et al taken in view of Gray et al. 
since each would continue to function in their, known and 
expected manner. 
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